
SECTION 5OC

Special 510(k) Premarket Notification

Summary of Safety and Effectiveness information

Tornier Inc. Aequalis Ascend Modular Reverse Shoulder System

Regulatory authority: Safe Medical Devices Act of 1990, 21 CRF 807.92

1) Device name
Trade name: Aequalis Ascend Modular Reverse Shoulder System
Common name: Shoulder Prosthesis

Classification Number/ Classification name/Product code:

a Shoulder joint metal/polymer non-constrained cemented prosthesis are

class 11 devices under 21 CFR 888.3650 (product code KWT) and are

classified by the Orthopedic Devices Panel.

* Shoulder joint metal/polymer semi-constrained cemented prosthesis are

class 11 devices under 21 CFR 888.3660 (product code KWS) and are

classified by the Orthopedic Devices Panel.

* Shoulder joint humneral (hemi-shoulder) metallic uncemented prosthesis
are class 1I devices under CFR 888.3690 (product code HSD) and are

classified by the Orthopedic Devices Panel.

2) Submitter
Tornier Inc.
7701 France Avenue South; Suite 600
Edina, MN 55435
Registration Number: 9100540

3) Company contact
Brahim Hadri
Sr. Regulatory affairs Specialist

7701 France Avenue South, Suite 600
Edina, MN 55435 USA
Telephone: 781-249-8030
Fax: 952-426-7601
Email: bhadri@tornier.com
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4) Classification
Device class: Class 11
Classification panel: Orthopedic
Product code: KWT; KWS; HSD

5) Legally Marketed Device to which Equivalence is Claimed:
0 Tornier Aequalis Ascend Modular Reverse Shoulder System: Ki 10599

6) Device description

the Aequalis Ascend Modular Reverse shoulder prosthesis is a component of semi-
constrained reverse shoulder prosthesis.

The Aequalis Ascend Modular Reverse Shoulder system is supplied in separate sterile
packages which will be assembled in the operating room. The components provided
are:

" The Modular Reverse Metaphysis and Modular Reverse Assembly Screw

* The Modular Reverse Inserts

* An optional Modular Reverse Spacer and Modular Reverse Spacer Assembly
Screw can be used when maximum insert thickness does not achieve sufficient
tension.

o When the Modular Reverse Spacer is implanted, the Modular Reverse
Spacer Assembly Screw will be used in place of the Modular Reverse
Assembly Screw.

The present device submission corresponds to changes made to the version of the
device cleared in 510(k) KI 10599.
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Primary Reverse Shoulder:

The Aequalis Ascend Modular Reverse Metaphysis and Aequalis Ascend Modular
Reverse Assembly Screw will mate with the existing; FDA cleared Tomier Aequalis
Ascend Modular Anatomic Distal Stem (K1 02924 and KI 10865) which, when
assembled together with the Aequalis Ascend Modular Reverse Insert, form a complete
reverse prostheses. The reverse assembly must be used in association with the Aequalis
Reversed or Aequalis Reversed 11 glenoid implants (K08 1059).

Conversion Reverse Shoulder:

The Aequalis Ascend Reverse Metaphysis and Aequalis Ascend Modular Reverse
Assembly Screw are designed to allow the transformation of the Aequalis Ascend
Anatomic shoulder (K102924 and KI 10865) into an Aequalis Ascend Modular Reverse
Shoulder without removal of the Diaphyseal Stem, if the stem is well fixed during
revision surgery. The Aequalis Ascend Reverse Metaphysis is a metal component
designed to articulate as a reverse prosthesis with a specific polyethylene insert. The
metal metaphysis is impacted onto the taper of the Diaphyseal Stem and then secured
with the Ascend Modular Reverse Assembly Screw. The screw is tightened until it is
firmly seated on the Reverse Metaphysis. A Reverse Spacer can be used when the
maximum insert thickness does not achieve sufficient tension. During these situations,
after impaction of the Reverse Metaphysis on the Diaphyseal stem, the metal spacer is
impacted on the taper of the Reverse Metaphysis and then secured with the Ascend
Modular Reverse Spacer Assembly Screw. The screw is tightened until it is firmly
seated on the Reverse Spacer.

7) Materials

* The Modular Reverse Metaphysis and Modular Reverse Spacer components are
manufactured from Titanium according to ASTM F 136 Standard Specification forWrought Titanium - 6Aluminum - 4Vanadium ELI (Extra Low Interstitial) Alloy for
Surgical Implant Applications

* The Modular Reverse Assembly Screw and Modular Reverse Spacer Assembly Screware manufactured from Cobalt Chromium Molybdenum alloy according to ASTM F-1537 Standard Specification for Wrought Cobalt-28-Chromium-6Molybdenum Alloy
for Surgical Implants

* The Modular Reverse Assembly Screw and Modular Reverse Spacer Assembly Screw
include an Ultra High Molecular Weight Polyethylene (UHMWPE) plug. The material
of the screws is accordance to ASTM F648 Standard Specification for Ultra-High-
Molecular-Weight Polyethylene Powder and Fabricated Form for Surgical Implants orISO-5834-2. Implants for surgery -- Ultra-high-molecular-weight polyethylene -Part 2:
Moulded forms
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8) Indications for Use

* The Aeciualis Ascend Modular Reverse Shoulder System is indicated for use
as a replacement of shoulder joints for patients with a functional deltoid
muscle and with massive and non-repairable rotator cuff-tear with pain
disabled by:

o Rheumatoid arthritis
o Non-inflammatory degenerative joint disease (i.e. osteoarthritis and

avascular necrosis)
o, Correction of functional deformity
o Fractures of the humeral head
o Traumatic arthritis
o Revision of the devices if sufficient bone stock remains

* The Reverse Metaphysis and Assembly Screw or the Reverse Metaphysis,
Reverse Spacer, and Reverse Spacer Assembly Screw are indicated for use as
components of the Aequalis Ascend Modular Reverse total shoulder
replacement and for transformation of the Aequalis Ascend Anatomic
shoulder into a reverse shoulder prosthesis without the removal of the
Diaphyseal stem during revision surgery for patients with a functional deltoid
muscle. The components are permitted to be used in the transformation from
anatomic to reverse if:

o The Diaphyseal stem is well fixed
o The patient has a functional deltoid muscle
o The arthropathy is associated with a massive and non-repairable rotator

cuff-tear.
*Notes:

" All components are single use
o The humneral stein is intended for cemented or cemecntless use
o The glenoid implant is anchored to the bone with 4 screws and is for non-

cemented fixation.

9) Summary of technologies

The modified Tornier Aeciualis Ascend Modular Reverse Shoulder System was
subjected to non-clinical testing such as fatigue and insert disassembly testing.The
results of those non-clinical tests allow us to conclude that the Tornier Aecualis
Ascend Modular Reverse Shoulder System described in this submission is

- ubstantially equivalent and as safe and effective as the cited predicate device.
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Torinet Inc.OT1121

Si. Regulatoryv- l"i rs Specialist
770 1 France Avenue South, Suite 600
Ed ina Ni in neso u 55435

Re: K 112615
Trade/Device Namue: Aequalis Ascend M/odular Reverse Shoulder System
Regulation Number: 21 CFR 888.3660
Regullation Nanie: ShOU Icerjt ea/pIMirsm-cstained cemented prosthesis
Reglatory1 C lass: 1
Product CodeCs: KWS, K\\T. HISD
Dated: September 7. 20 11
Received: September 8, 2011t

Dear N/r. i-ad ri

We have reviewed Your Section 510(k) prenarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use Stated in the enclosure) to legally marketed predicate devices muarketed in interstate
commerce prior to M/ay 28, 1976, the enactment date of'the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug ,and Cosmetic Act (Act) that dIO not reqluire approval of a premnarket approval application (PMA).
You may, therefore, muarket the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include reqluiremlents for annual registration, listing of
devices, good manuLIfacturi ng practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, how\ever, that device labeling must be truthful and not misleading

If your device is classified (see above) into either class It (Special Controls) or class [If (PN4,A), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further anunIcementus concerniing your device in the Federal Register.

Please be advised that FDA's issuanRce Of a Substantial equivalence determination does not mean
that F.DA has muade a deterination that your device com1plies with other reqluirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requi reuments, including, but not I ited to: registration aind listing (2 1
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device--related adverse events) (2] CFR 803); good mranufacturing practice requirements as set



l~a,_e 2 - NMr BImrliim -ladi

forth ill the quality systems (QS) reulation601 (2 1 CUR Part 820); and if applicalble, the electronic
prIoduIC ct aiation conitrol provisions (Sections 531 -542 of the Act); 21 CUR 1000-1050.

If yoI d~esire spcific advice for1 your device onl our labeling reglaLtionl (2 1 CUR Pair S0 i) please
uo to Ittrj ://www. I'da. ao v/A boutUI DA/Center sOff-ices/C DR'l-l/CDRFIO flices/uicmi 115 809.l111infor
the Center lor Devices and Radliological Health's (CDRII's) Office of Compliance. Also, please
n)ote thle regLuIlation entitled. ''MisibrandingL by referience to piem arket notification'' (21 CUR Pa it
807.97). Fo t lusir egardin tire repolrung of adCverse events underC ft I ID R regulainon (2 1
CUR Part 803), please go to

http//ww~fdagov/ed callevics/SafetyReprtaProblm/defaul.Ihmfo the CDI) Ris Office
of Surveillance awl [3i ormetrics/Division of' Postmarket Sturvei Ilance.

YOU ma\' obtain other general in formation on vour responsibilities LinderC the Act froml thle
Di visionl of S mal 'ln fctues Inteirational arid Cons11ur Assistance at its toHI-hfre nmber
(800) 638-2041 or (301f) 796-7100 or a its Internet address
hlttD://\wwVw. fda.'-ov;/\'ICediCalDe\vices/Resouricesfor Youi/lnduistrvk/dlefauLIltim.

Sinlcerely yourIs.

Mvark N. tMelkerson U
Director
Division Of Surgical, Orthopedic
and Restorative Devices

Office of Device EvaIlatio

Center for Devices and
Radiological Hlealth

Enclosure



Inudications for Use

5 1 0(k) Number (if known): K I IJ (U
Devic Namne A ciu alIis® Asceid'3 ' Ni odIi Ia r Reverse Slio Ileir Sys tem

1IdIIa()IIs Fur Use

" he iwc tails Ascend Modulamr Reverse Shon tler System is indicated for use as a relacelment
ol'shot Icmierits for patients %x'ih a functional delioid nuscle and with massive and non-
-epairable rotator en IT-tear wvith pain disabled by:

oi Rheum~latoid ar thritis
o Non1-i lainiatory degenerlative joint disease (i.e. osteoarthrlitis and aVascular

nrecrosis)
o Correct ion of fun ciiona I deform i t
o FraCtIreS of11the umeral head
o Tratinnitic arthritis
" R ieviin of the devices if sufficient bone stock remains

T Ihe Reverse Mectaphvs is and Asseimbly Screw or the Reverse M'etaphysis. Reverse Spacer.
and Reverse Spacer Assembly Scew, are indicated for tise as components oFthe AeCCitalis
Ascend Modular Reverse total shoulder repilacemnrt and for transformation Of the Acquialis
Ascend Anatomic shoulder into a reverse shotlcer jfrostiness \vta the removal of The
Diaphyseal stei during revision surlg- for patients wvith al fuctional deltoid mu1Lscle. The
comnponientIs are permi~tted to be tised in the -alnslfori aw h fRom ama tomnic to iteverse if:

o The Dil~pyseal stei is wvell hxedl
o The p~atient has a functionl deltoid muscle
o The aruhropatly is associated "vili a imassive and non-repairable rotator cuff-tar.

* Notes:
" All Coimpoinents are Single tise

o The hurtniera I stemii is intended for cemnited or cerre ntless tise
o The glIcno it im plant is anchored to th e bone with 4 screws and is for non-cc inc nted

fixation.

Prescription Use _ _ AND/OR Oven-The-Coun1ter Use-__
(Part 2t CFR Soi Subpar t 1)) (21 CR 807 Sttbpart C)

(PLEASE DO0 NOT WRITE BELOWT'[IlS LINE - CONTINUE ON ANOTHER PA'-GE IF NECESSARY)
Concurrence of CI)RH, Office of1)fice E 1Lato L FI)

Division of Surgical, Orthopedic,
and Restorative Devices

5 10(k) Number K))J )5
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